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DETAILED ACTION 

This action is a supplemental non-final office action. The Office Action mailed 
April 17, 2008 is vacated. The claims submitted in the second preliminary amendment, 
dated December 28, 2005, are the set of claims used in preparing this office action. 

Election/Restrictions 

1 . Applicant's election with traverse of group I and components of propyl gallate, di- 
fert-butylhydroxytoluene (BHT, paragraph [0020]) and ketoprofen in the reply filed on 
February 7, 2008 is acknowledged. The traversal is on the ground(s) that no 
appropriate explanation as to the existence of a serious search burden was given. This 
is not found persuasive because this application was filed as a National Stage Entry of a 
PCT application. As such, restriction and species elections are based on the special 
technical feature of the application and not on the showing of a search and examination 
burden. The feature in common between the groups was shown to be known in the art, 
and since a special technical feature must be a contribution over the prior art, a special 
technical feature does not link the various groups presented. Therefore the restriction 
and species election was proper. 

While applicant is correct in asserting that claims 1 - 4 require the presence of 
both an alkyi ester of gallic acid and a phenolic radical scavenger, claims 8-11 only 
require the presence of one of these two ingredients. Therefore, the description of group 
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I given in tlie Requirement for Restriction/Election was of the broadest embodiment 
within the group, which does not require the presence of both an alkyi ester of gallic 
acid and a phenolic radical scavenger. 

The requirement is still deemed proper and is therefore made FINAL. 



Double Patenting 



2. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
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double patenting ground provided tine conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

3. Claims 8-11 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1 and 2 of 
copending Application No. 1 1/884,990 in view of Bertrand et al. The claims of the 
instant application recite a phenolic radical scavenger having a branched-chain lower 
alkyi group and/or an alkyi ester of gallic ester as an interleukin-1 a inhibitor, which can 
be a component in a transdermal formulation comprising and non-steroidal anti- 
inflammatory agent. 

The claims of '990 recite a transdermal preparation for external use comprising a 
photosensitive NSAID, such as ketoprofen and a UV blocker having a high ability to 
migrate into the skin. 

Bertrand et al. discloses topical pharmaceutical formulations comprising a 
NSAID, and a photo-protective agent (UV blocker; p 2, paragraph 2). Ketoprofen is 
unstable when exposed to daylight (p 3, paragraph 3). An antioxidant such BHA, BHT, 
palmityl ascorbate or tocopherol can be added to the composition to supplement the 
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effects of the UV filter (p 7, paragraph 4). BHA and BHT are phenolic radical 
scavengers having a branched-chain lower alkyi group. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a composition as taught in '990, comprising an NSAID and 
UV blocking substance, and to add a phenolic radical scavengers having a branched- 
chain lower alkyI group such as BHT or BHA to the composition, taught by Bertrand et 
al. to supplement the effect of the UV filters of the photo-sensitive NSAID such as 
ketoprofen. That composition is encompassed by the claims of the instant application. 

This is a provisional obviousness-type double patenting rejection. 

4. Claims 8-11 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1 and 2 of 
copending Application No. 10/570,785 In view of Bertrand et al. The claims of the 
instant application recite a phenolic radical scavenger having a branched-chain lower 
alkyI group and/or an alkyI ester of gallic ester as an interleukin-la inhibitor, which can 
be a component in a transdermal formulation comprising and non-steroidal anti- 
inflammatory agent. 

The claims of '785 recite a transdermal preparation for external use comprising a 
photosensitive NSAID, such as ketoprofen and a UVA blocker that suppressed both 
phototoxicity and photoallergy of the anti-inflammatory drug having a high ability to 
migrate into the skin. 
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Bertrand et al. discloses topical pharmaceutical formulations comprising a 
NSAID, and a photo-protective agent (UV blocker; p 2, paragraph 2). Ketoprofen is 
unstable when exposed to daylight (p 3, paragraph 3). An antioxidant such BHA, BHT, 
palmityl ascorbate or tocopherol can be added to the composition to supplement the 
effects of the UV filter (p 7, paragraph 4). BHA and BHT are phenolic radical 
scavengers having a branched-chain lower alkyi group. Decomposition products of the 
active ingredient caused by light are implicated in sensitivity phenomena (p 2, 
paragraphs 4 and 5). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a composition as taught in '785, comprising an NSAID and 
UV blocking substance, and to add a phenolic radical scavengers having a branched- 
chain lower alkyI group such as BHT or BHA to the composition, taught by Bertrand et 
al. to supplement the effect of the UV filters of the photo-sensitive NSAID such as 
ketoprofen. That composition is encompassed by the claims of the instant application. 

This is a provisional obviousness-type double patenting rejection. 

Claim Objections 

5. Claims 8-11 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. Claim 5, from 
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which claims 8-11 depend, recites an interleukin-la inhibitor consisting of at least one 
compound selected from the group consisting of a phenolic radical scavenger having a 
branched-chain lower alkyi group and an alkyi ester of gallic ester. In claims 8-10, the 
material of claim 5 is used as a component in a larger composition, further comprising 
other ingredients, a broader scope of compositions than that claimed in claim 5. 
Therefore, claims 8-11 fails to further the limit the subject material of claim and are 
broader than the claim from which they depend. 



Claim Rejections - 35 USC § 102 



6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 5 and 8 - 10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bertrand et al. (FR 2804024; English translation). 

Bertrand et al. discloses compositions for topical application to the skin (a 
transdermal formulation for external application) that comprise at least one non-steroidal 
anti-inflammatory active agent, at least one photoprotective agent and an excipient or 
vehicle appropriate for external use (p 2, paragraph 3). The composition is intended to 
locally treat inflammation and/or joint pain (p 3). Preferred NSAIDS include ketoprofen 
(p 5, paragraph 2). Optional ingredients include antioxidants such as BHA and BHT 
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(terbutyl paracresol; p 7, paragraph 4). Examples comprising l<etoprofen and BHA are 
presented (p 8 - 1 1). Claim 5 of the instant application only requires the presence of 
one item selected from the group consisting of a phenolic radical scavenger having a 
branched-chain lower alkyi group (such as BHT) and an alkyi ester of gallic acid. 
Therefore, the transdermal formulation of Bertrand et al., consisting of BHT as the 
interleukin-la inhibitor as a component in a transdermal formulation with a non-steroidal 
anti-inflammatory analgesic, anticipates the claims of the instant application. 



Claim Rejections - 35 USC § 103 



8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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10. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

1 1 . Claims 1 - 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bertrand et al. (FR 2804024; English translation) in view of Swingle et al. (1985). 

Bertrand et al. discloses compositions for topical application to the skin (a 
transdermal formulation for external application) that comprise at least one non-steroidal 
anti-inflammatory active agent, at least one photo protective agent and an excipient or 
vehicle appropriate for external use (p 2, paragraph 3). The composition is intended to 
locally treat inflammation and/or joint pain (p 3). Preferred NSAIDS include ketoprofen 
(p 5, paragraph 2). Optional ingredients include antioxidants such as BHA and BHT 
(terbutyl paracresol; p 7, paragraph 4). Examples comprising ketoprofen and BHA are 
presented (p 8 - 11). 

Bertrand et al. does not explicitly exemplify a composition comprising BHT and 
ketoprofen or disclose propyl gallate as a possible ingredient in the topical composition 
comprising ketoprofen. 
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Swingle et al. discloses that both BHT and propyl gallate are phenolic 
antioxidants that exhibit in vivo anti-inflammatory activity (p 1 1 3, section IV and table 1 , 
p 1 14). The efficacy of these compounds as anti-inflammatory agents in different 
models of inflammation is presented in table 1 (p 114). 

Swingle et al. teaches that BHT and propyl gallate posses antioxidant activity but 
also act as non-steroidal anti-inflammatory agents. As such, these compounds would be 
useful for the treatment of inflammation. Bertrand et al. discloses a composition 
comprising ketoprofen and an antioxidant such as BHA or BHT that is also useful for the 
treatment of inflammation. It would have been obvious to one of ordinary skill in the art 
at the time of the instant invention to prepare a composition comprising ketoprofen, BHT 
and propyl gallate as the prior art teaches each component as being useful for the the 
treatment of inflammation. "It is prima facie obvious to combine two compositions each 
of which is taught by the prior art to be useful for the same purpose, in order to form a 
third composition to be used for the very same purpose.... [T]he idea of combining them 
flows logically from their having been individually taught in the prior art." In re 
Kerkl^oven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980) MPEP 2144.06. 



Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571)270-3532. The examiner can normally be reached on M - F, 8 a.m. - 4 p.m. ET. If 
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attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retheval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
NMW 



